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(54) Intraluminal stent for a graft 

(57) A graft-and-stent combination is disclosed for 
deploying by an intravascular delivery system at the site 
oiM^'Mi^j^sm, the cbmbihatip being expandab (e 
from a first diameter to a second, larger diameter to hold 



men just proximal and distal to the aneurysm The com- 
bination is characterized by one or more stents that are 
flexible due to independently expandable and intercon- 
nected cylindrical elements, which provide sufficient ra- 
dial strength to the combination when the graft^and-. 
stent are being attached to the vessel, but which none- 
theless afford sufficient resiliency to allow a great de- 
gree of expansion at a rapid rate when the; combination 
is being deployed. Attachment elements in the form of 
hooks are provided to securely affix the ends of the stent 
extending distally and proximally of the graft after ex- 



imally of the aneurysm. 
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Description 

BACKGROUND OF THE INVENTION 

The invention relates generally to endoprostheses 
and, more specifically, to intraluminal grafts and devices 
for delivering and deploying the same to an area of a 
body lumen that has been Weakened by damage or dis- 
ease, such as by an aneurysm of the abdominal aorta 

An abdominal a<^ 
mal dilation of the arterial wall I of the aorta in the region 
of the aorta that passes through the abdominal cavity 
the condition most commonly results from atheroscle- 
rotic disease Frequently, abdominal aortic aneurysms 
are dissecting aneurysms, that is aneurysms that are 
formed when there is a tear or fissure in the arterial lining 
or wall through which blood is if orcedi anS eveniiiaily 
clots, forming a thrombt^ 

the vessel. Abdominal aortic an eurysms do not cause 
pain, but are easily detected in a thorough physical ex- 
amination If the aneurysm is not detected and treated, 
it is likely to rupture and cause massive hemorrhaging 
fatal to the patient. 

Treatmeritof AAAs comprises someform of arterial 
reconstmctive^ is ref erred to as 

a ■trfjDle-A - p 

gery, in whiph an incision is made jntp the abdpm jnal 
cavity the aorta is closed off above and below the site 
of the aneurysm, the aneurysm is resected, and a syn- 
thetic graft or tube sized to approximate the diameter of 
the normal aorta is sutured to the vesse 
aneurysm and to allow blood flow through the aorta to 
be re-establish^ 

a biocompatible material that is compliant and thin- 
walled Nylons and synthetic fibers such as those man- 
ufactured under the trademarks D AC RON or TEFLON 
have been found to be suitable for the construction of 
the graft Studies have shown that the mortality rate as- 
sociated with this surgical procedure is favorable (less 
than 5%), when it is performed prior to rupture of an an- 
eurysm . However, patients hay in g ain AAJ\ typically are 
over 65 years of age, and often have other chronic ill- 
nesses which increase the risk of perioperative or post- 
operative complications. Those patients thus are not 
ideal candidates for this type of major surgery. Further, 
it has been pointed out that this procedure not often suc- 
cessfully is resorted to after an aheuiysm 
(the mortality rate increases to over 65%), because of 
the extensiveness of the surgery and the time required 
to prepare a patient for the procedure 

Because of the aforementioned disadvantages to 
conventional surgical methods, another procedure was 
developed as an alternative to conventional, major sur- 
gery. This method also involves emplacement of a graft 
at the site ;of the Aneurysm; however^ the graft is de- 
ployed there by being carried by a catheter, wire or other 
device suitable for negotiating the vasculature which is 
routed through the vascular system to the target area 



for treatment . The graft and its deployment system of- 
ten are introduced iritd the bloc^ istream percutaneous^ 
with a femoral approach and the entire procedure can 
be performed using local rather than general anesthe- 

* • sia. 

Once the graft has been positioned at the aneu- 
rysm, it is disengaged from the delivery system and can 
be affixed to thd aortic wall both distally and prbximally 
of the aneurysm For this purpose, grafting systems usu- 
ally include fixation me^^ staples or hooks 
which can be manipulated and driven into the intima of 
the vessel via some mechanical feature of the system 
or, alternatively, by some physical process, such as by 
expansion of the graft through the application of pres- 
sure or a temperature change. To avoid premature de? 
tachment of the graft and to prevent the attachment ei^ 
emerits from damaging the ve^ 
ward movement of the system while the graft is being 
routed to the treatment site, the systems often are prc> 
vided with a feature such as a capsule or a sheath that 
protects and contains the graft until such time as deploy- 
ment if desired. 

Once the graft is in place, it is positioned in the ves- 
sel spanning the site of the aneurysm such that the walls 
of the graft are generally parallel to the' wails of the af- 
fected area, of the aorta. The aneurysm thus is excluded 
from the circujatory system by the graft 
resected altogether If the aneurysm is a dissecting type 
and a thrombosis exists between the walls erf i^e aortsi^ 
the now-excluded aneurysm may beneficially provide 
structural support for the graft. 

Graftings^ com- 
mon ly is referred to as an attachment system for deploy- 
ing the graft The attaqhmerit system is a tubu lar device 
which is fitted inside and is generally coaxial with the 
graft, and which can extend out of the graft at either or 
both the proximal and distal ends toereot The attach- 
ment system often has a lattice-like or open-weave 
scructure, that provides it with flexibility and which pro- 
motes rapid endothelial tissue growth through the struc- 
ture once the graft h&s been deployed, It may be pro- 
vided with additional hook-like elements for penetration 
of the intimal walls for attachment of the graft to the aor- 
ta, or such hook-like elements may be provided on the 
graft itself. Graft systems of type described cain be found 
in U S. Patent Nos, 4,787,899 (Lazarus), 5,1 04,399 (La- 
zarus). 

The actual function of delivering the graft may be 
accomplished by inflating a balloon Of a catheter, by in- 
troducing pressunzed fluid into a lumen of the catheter 
from a source external to the patient. Inflation of the bal- 
loon applies a force to the graft and any attachment sys- . 
tern supplied therein This force extends radially and 
presses the graft and attachmeht system into the vessel 
wall just above and just below tfje aneurysm. When an 
attachment system is used, disengagement of the cath- 
eter from the graft also has be^n accomplished by taking 
advantage of the chemical properties of the material 
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from which the attachment system is manufactured. For 
example, a prior art attachment system is known that is 
in the form of a coil of an nickel-titanium alloy, manufac- 
tured under the trademark NITINOL™, that will expand 
radially upon being heated to a higher temperature. The 
longitudinal dimensions of any attachment system used 
must account for any reduction in length that might result 
f roni radial expansion of the device. Other devices used 
to attach a graft to the aortic wall for AAA repair include 
intravascular stents of the type found in U.S Patent No. 
" 4,733,665, 

In order for a stent to be used most advantageously 
with a graf t dep by ment system f or treaitmeht and repair 
of aneurysms, the stent must be composed of a biocom- 
patible material. The stent simultaneously must be flex- 
ible enough to comply with the catheter or other element 
used to route the g raft th rbu gh : the of ten tortuous vas- 
cular path to the site of the aneurysm and strong enough 
radially to maintain the opening in the graft once deliv- 
ered The stent must be well surted to deployment by a 
delivery system that is not overly complex, and thus is 
reliable and easy to operate Further, it is desirable that 
the stent be expandable, so that upon application of a . 
forcie or physical change from within, which is sufficient 
to cause its radial expansion, the stent encourages af- 
fixation of itself and of the graft to the; aortic w-allsi, Al- 
though various graft delivery systems have been pro- 
posed, none adequately provides all of these desirable 
features- 

What has been needed and heretofore unavailable 
is a stent for use in co^ination w has 
a high degree of f lexibi lity for efficient a^ 
tKirpiugh tprtu 

expanded from a relatively small diameter to a relatively 
large diameter without substantial longitudinal contrac- 
tion, and which exhibits mechanical strength sufficient 
to adhere to the vessel walls and to maintain the patency 
of a synthetic graft impfented at the site of an aneurysm. 

SUMMARY OF THE INVENTION 

Particular embodiments of the invention are direct- 
ed to a stent for use with catheter-graft delivery systems 
for repairing diseased or injured vessels, and most no- 
tably for- treating aneurysms, especially aneurysms of 
the abdominal aorta. In one embodiment the stent - is 
expandable, so that a low profile can be maintained 
while the graft-and-stent combination is being routed to 
the aneurysm, arid then expanded at the time of deploy- 
ment to a diameter roughly approximating the diameter 
of a healthy abdominal aorta and the final diameter of 
the tubular-shaped graft. Tubular grafts used in the de- 
livery system are conventional and are well knowh in the 
art.. However, the scent that is disposed within the graft . 
is novel and unique It has a configuration that allows it 
to expand radially to a much larger diameter than was 
heretofore possible, and is provided with hooks to pen- 
etrate the aortic wall at least above the aneurysm to an- 



chor the graft. The stents are somewhat flexible along 
their longitudinal axis to facilitate delivery to the treat- 
ment site through tortuous blood vessels, but in the ex- 
panded condition they are radially stable enough to 
5 maintain the patency of the graft and aorta and to attach 
the combined structure to the aortic walls. 

As used herein, reference to the "proximal* is to- 
ward this exterior of the patient and away from the stent 
^ ^Bi t ^o r^e^e to the "distal" is towart t&e. 
stent and graft on the balloon portion of the catheter. 
The proximal and distal references apply to directions 
in the vascular system and especially to the aorta; 

In a preferred embodiment, a stent is attached to 
the distal end of a tubular graft such that at least a por- 
tion of the stent is exposed distally beyond the distal end 
of the graft The ^ graft-and-stent are deployed intralumi- 
nal!^ such ffi^ the distal eri& offie graft 
are positioned distally of the aneurysm while the proxi- 
mal end of the graft extends prpximaliy of the aneurysm, ...... 

Th e distal e^d of the stent is provided with attachment 
hooks for penetrating healthy tissue in the aortic wall 
above the aneu rysm in order to attach the g raft-and- 
stent combihatibn to the aortic wail; ^ attachment 
hooks cian have multiple configurations as described 
Herein. Due to the with blood 

flow in the abrta^ 

tach ment hocks in the proximal end of the graft since 
the graft will be held in place by the pressure of the blood 
flow However, under certain conditions, attachment 
hooks in the proximal end of the graft may be desirable. 

Tiius,; iri one emb<&imeht, a pair ed stents 
tached to a tubular graft, one stent at the proximal end 
and pne jstent a^ the graft . Th e : stents 

are oriented so that when both the graft and the stents 
are expanded to larger diameter states, the stents will 
be coaxial with the graft. The portions of the stent ex- 
tending out of the graft are affixed with hooks for pene- 
trating healthy tissue in the walls of the aorta above and 
below the aneurysm, to aid in attaching the combined 
structure to the aortic wall: The hooks can have multiple 
configurations such as one or more barbs, and the barbs 
can be of various shapes, containing one or more an- 
gles, so that the hooks effectively will anchor the graft- 
and-stent combination to the aortic wail; 

: Generally, a stent em g the invention Includes 
a plurality of cylindrical elements aligned along a longh 
tudinal^fe br 

terconnected by at least one interconnecting member, 
but each cylindrical element is capable of being expand- 
ed to a degree in a radial direction independently of oth- 
er cylindrical elements. 

The graft-and stent combination can be readily de- 
livered to the aneurysm by mounting it oh a balloon pbrr 
tioh of a delivery catheter^ and passing the catheter-, 
graft-stent assembly through the vasculature to the; im- 
plantation site. A variety of means for securing the graft- 
and-steiit combination to the catheter during delivery is 
available Presently, it is preferred to compress the stent 
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onto the balloon, and to retain the stent and the graft on 
the balloon using a protective sheath. 

Other features and advantages of the present in- 
vention will become more apparent from the following 
detailed description of the invention, when taken in con- 
junction with the accompanying exemplary drawings. 

BRIEF DESCRIPTION OF THE DRAWINGS 

FIGURE 1 is a plan view depicting the stent having 
hooks at one end and prior to rolling it into a cylindrical 
configuration. 

FIG 2 is a perspective view of a portion of the stent 
of FIG. 1 rolled into a cylindrical configuration with only 
the top ring fully depicted for clarity . 

FIG. 3 is a perspective view of a portion of the stent 
of FIG. 1 rolled into a cylindrical configuration and ex- 
panded, again with only the top ring fully depicted for 
clarity.. . ... . . 

FI G 4 is a plan view depicting the stent in a flattened 
form and having support bars on the edges for welding 
when the stent is rolled into a cylindrical form and de* 
picting spikes for at^chmeht means. 

FIG. 5 is a plan view of the stent depicting alterna- 
tive attachment means a^ 
the stent is rolled into a cylindrical configuration . 
, FIG. 6 is a plan vi e w of the stent depicting an alter- 
nate embodiment of the invention having attachment 
hooks with barbs. 

FIG. 7 is an enlarged partial plan view of the stent 
brFIG^fe depicting the 

FIG. 8 is an elevational view, partially in section, of 
the stents incorporated 

tern, which can deliver and deploy the stent?. .and graft 

FIG 9 is an enlarged partial view of one of the stents 
shown in FIG 8 attached to the graft 

FIG. 10 is an elevational view, partially in section, 
of the stent, graft, and delivery system of FIG: 8, after 
the graftand-stent combination has been advanced and 
deployed in the region of ah aneurysm and the stents 
have been deployed. 

FIG 11 is an elevational view, partially in section, 
of the graft-and-stent combination of FIGS 9 and 10, 
after the combination has been deployed and the cath- 
. ";eter withdraiwn. " : 

FIG; 12 is an elevational view, partially in section, 
of another means by which a stent embodying the in- 
vention can be incorporated into a graft delivery system, 
depicting the system prior to advancement of the graft- 
and-stent combination into the region of an aneurysm so 

FIG 13 is an elevational view, partially in section, 
of the delivery system of FIG 12 after the graft-and-stent 
combination has been advanced and partially deployed 
in the region of an aneurysm. 

FIG. 14 is an elevational view, partially in section, 55 
of an alternate means by which a stent embodying the 
invention can be incorporated into a graft delivery sys- 
tem, depicting the system prior to deployment of the 



graft-and-stent combination. 

FIG, 15 is an elevational view, partially in section, 
of the delivery system of FIG. 14, depicting the system 
during deployment of the graft-and-stent combination. 

DETAILED DESCRIPTION OF THE PREFERRED 



: the -invention relates to ah ihtravascuiar stent, one 
or more of which is used in conjunction with a known 
tubular graft for repairing body lumens of all types. As 
described herein, reference is made to repairing an aor- 
tic aneurysm, however, other body lumens are equally 
suited to receive the graft-and-stent combination of the 
present invehtiori . • : . 

FIG. 1 depicts a stent 10 embodying features of the 
invention, in the state the stent would appear if flattened 
prior to rolling into a cylindrical configuration. The stent 
generally is comprised of a plurality of cylindrical rings 
\2^h\t}}^ spaced close enough together to allpw the 
stent to provide a reliable means of attaching the graft 
at the treatment site, but are not so tightly spaced as to 
inhibit the flexibility of the combination. The cylindrical 
rings are connected to each other by connecting mem- 
bers 14. Each cylindrical ring is characterized by a ser- 
pent i^ patte rn , haying a series of alternating 
peaks 16 and valleys 18 The degrees of curvature in- 
dicated by arro^ 
are different 

drical ring is in phase with the pattern of every other cy- 
lindrical ring. Attachment elements 20, shown in FIG. 1 
in the form of hooks, can be provided bn a first end 22 
of the sterit, to engage witK 

% ^eplpyed. A second end 24- of th e stent; will be at- 
tach ed to the graft when the graft-and-stent combination 
is assembled As is described more fully below in rela- 
tion to FIGS. 8-11, when two stents 10 are used in com- 
bination with a single graft, only the stent situated at the 
most distal end of the graft heed be provided with at- 
tachment elements in order to adequately anchor the 
combination to the vessel In FIG 1, the configuration 
of the hooks is such that each is positioned at every oth- 
er peak 18 that is at the first end 22 of the stent, which 
will comprise the most distal end of the stent when it is 
fully formed and oriented for deployment. Each hook 
has a shaft portion 32 extending outwardly from the dis- 
tal most cylindrical m barb portion 34 extbhdihg 
from the shaft: 

The expansion properties of stainless steel make jt 
a preferred material for the stent 10 As is set forth more 
fully below, the stent, including the hooks, can be formed 
from a flat sheet of material by chemically etching, laser 
cutting, \ or elect rphic disdhary e r^hjning (EDM) and " , 
the! like, lit also hooks may be 

formed independently of the stent and subsequently at- 
tached to it by welding, brazing or another process with 
the equivalent effect The body has width W and length 
L, which length will be parallel with a longitudinal axis A 
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of the stent when the body is roiled into a cylinder to 
secure the cylinder, lenj^vyfee edges 28 and 30 of the 
body can be connected with a suitable means such as 
by welding, brazing, soldering or with adhesives A yt^ 
trium-YAG laser is particularly suitable for welding the 
lengthwise edges 28,30 together (See FIG 2). 

In a presently preferred embodiment, as sliown in 
FIG 1, it is contemplated that a stent with the dirrieri- 
sidhal characteristics disclosed beki>w woii id siiit^ 
for use with a graft in triple^ procedure a variety 
of vascular anatomies Ills cieaj; howeven thaia stent 
with other dimensions might be equally useful in a graft 
delivery procedure. Preferably, the stent 10 is formed 
from a flat sheet of stainless steel. For a flat sheet, prior 
to being rolled into a cylindrical shape, width W of the 
stent is approximately 16 millimeters (0 63 inches); 
while length: L of tbe stent exclusive W^fis^Qris Jn 
the range of about 5 1 to 50.8 millimeters (0 2 to 2 0 
inches). It is desirable for the connecting members 14 
to haye a transverse crpss^section similar to the trans- 
verse dimensions of the undulating components of the 
expandable^ 
6ofapprc& 

eter (or width) D of approximately 0 2 millimeters (0 008 
inch); We barbs 

mately 0.8 millimeters (.03 inch) As stated, these di- 
mensions are preferred, but the the most 
appropriate dimensions in a particular clinical situation 
may vary considerably from patient to patient, 

■ After the stent 10 has been rolled into its cylindrical 
shape from a flat sheet, as seen in FIG. 2, the unique 
features of the device are such as to allow the stent to 
be uniformly expanded jh a radial direction, FIG. 3, both 
to a significant degree and without large variation in the 
level of diametric expansion of each cylindrical 
cylindrical rings 12 are transverse to the longitudinal 
axis A of the finished stent, and the varying degrees of 
curvature B between peaks 16 and valleys 18 tend to 
equalize the stresses experienced by the stent during 
expansion, so that the peaks arid valleys of each band 
deform radially with substantial uniform fty: upbn applica- 
tion of an expansion force The novel structure permrts 
the stent to increase from an initial, small diameter to 
any number of larger diameters (See FIG. 3). When the 
interconnections 1 4 between two cylindrical rings are 
aligned with the interconnections between all other cy^ 
lindricai rings, such that the Attachment is accomplished 
by traversing the distance between the peaks 16 of con- 
secutive cylindrical rings, the serpentine pattern of each 
cylindrical ring is in phase with the pattern of every other 
ring. This manner of connection of the cylindrical rings 
thus minimizes the degree to which the stent will be 
shortened or will contract along its longitudinal axis 
when it is expanded radially about longitudinal, axis A. 
This configuration also limits twisting of the stent upon 
expansion and it enhances more uniform expansion 
The ih-phase cylindrical rjpg patterns further are thought 
to reduce the likelihood that the stent or any portion of 



it will recoil, or collapse back to its starting diameter after 
deployment. 

The number and orientation of the connecting mem- 
bers of the stent 10 can be varied in order to maximize 
the desired longitudinal flexibility of the stent structure 
both in the unexpanded arid in the expanded condition 
Flexibility is advantageous during deployment of the 
graft and stem 
with: which thecombiri^ro^ 

vascular system to the aneurysm Following affixation 
of the stent to the aortic wall, Ion gitudinal flexibility m 
imizes alteration of the natural physiology of the aorta 
due to the implant and helps to maintain compliance of 
the portions of the vessel supporting the graft; The dis- 
crete bands also have the capacity to rotate sligtly with 
respect to each other without causing any significant al- 
teration of the basic cylindrical structureof the Ac- 
cordingly, the cylindrical firigs and connections cumula- 
tively resu|t : in a stent that is very flexible along its length 
or longitudinal axis, but which provides uniform expan- 
sion and is very stable and resistant of collapse: The 
reticulated structure supplied by the patterning allows 
for the perfusion of arterial blood into the region of the 
aortic wail to which elements 14 are attached to anchor 
the graft arid steri^ 

fusion promotes assimilation of the synthetb prostheses 
by the aorta and, more generally, healing of the treated 
site. • - : ■; ' 

The more uniform radial expansion of this design 
results in a stent 10 that can be expanded to a large 
diameter without substantial 
cause no high strei&eslare 
ticular region of the serpent^ 
the forpes; are even ly distributed among the peaks 16 
and the valleys 18, allowing the cylindrical rings 12 to 
expand uniformly Minimizing the out-of-plane twisting 
experienced by the stent during delivery 
ment of the graft-and-stent combination also carries with 
it the benefit of miriiriiizirig the ^6k".^M^bMS.Jp.^- 
tion. The special expansion characteristics of the stent 
of the invention also allow any portion of the stent that 
extends distally or proximally of the graft to continue to 
expand even when the graft has achieved its maximum 
cross-sectional dimension, so as to more securely affix 
the graftarid-sterit combination 
below the aneurysm. 

The uniformity in stress distribution^^ 
the likelihood that fractures in the stent 10 will occur due 
to stresses applied to any particular region or cylindrical 
ring 12 of the stent. This feature also contributes to the 
ability of the stent to be expanded to a greater degree 
and at a faster rate than was feasible previously with 
other designs Radial strength is not Sacrificed upon ex- 
pansion and the degree to which expansion causes lon- 
gitudinal contraction , and thus a shortening of the stent, 
Is minimal. 

In keeping with the invention, thp attachment; ele- 
ments 20 can be provided in a variety of shapes and 
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configurations to insure adequate attachment of one or 
mbrb stents 10 while the healing propeas fb assimilate 
the stent into the aortic wall of the aorta through en- 
dothelial tissue growth is taking place. In FIG. 4, the at- 
tachment elements 20 are in the form of spikes rather $ 
than hooks, being straight and having sharply pointed 
tips at the end of the shafts The length b and the length 
F of shafts 32 and tips 40 respectively, are approximate- 
ly 1.3 miiiirneters (6.65 inch), WhM the stent id is ex- 
panded, sorm of peaks 16 or valleys 18 of the cylindrical 10 
ring 12, or portions thereof, which extend distally or 
proximally of the graft, may tip outwardly, becoming em- 
bedded in the aortic wall and forcing the spikes also to 
become lodged in the vessel, thus aiding in retaining the 
stent in place as the stent becomes permanently im- 75 
planted Support bars 36 are provided at lengthwise 
edges 28 and £6 of the stent body 26, toprbvite 
material for a joint. As the stent 10 is rblled into a cylin- 
drical form, the edges 28,30 can abut or overlap and 
then can be permanently affixed to each other by known 
means such as laser welding, brazing, soldering epoxy 
and the like. 

Still another embodiment of the stent of the inven- 
tion is shown in FIG 5 As in FIG 4, the attachment 
elements 20 are configured as isp^ 
barbed hooks. In lieu of support bars 36 : , the lengthwise 
edges 28 and 30 of stent body 26 are provided with lap 
joints 38, which allow the stent to be mechanically se- 
cured as a cylinder. The lap joints 38 are configured to 
mate when the stent 10 is rolled into its cylindrical con - 
figuration: The - ^ 

by welding braiingrsoidering, or the application of an 
epbxy or an adhesive. Attachment hboks 20 having a 
barb portion 34 alsip piay be formed on the stent end 
oppos ite attachment sp^ shown jn FIG, 5, 

Another embodiment of the attachment elements 
20 is illustrated in ^liGiS/ 6 and 7. Barbs 34 with dimen- 
sions similar to those of the barbs of FIG: 1 are provided, 
howeiver the barbs further, are equipped with tail por- 
tions 42, which have length G of approximately 1:3 mil- 
limeter; (0:0^ the dimensions ^ 
herein only are for illustration purposes and will vary 
widely depending upon the application and the patient. 
It readily can be appreciated that many other types of 
attachment elements 20 may be affixed to or foiled uni- 
lateral ly with the stent body without departing from the 
fecppe pf th^f inyentipri; Fbr ebc^Wple, m 
be provided spaced apart from each other on the shaft 
of a single attachment element for more than one anchor 
site per element The angles formed between the shafts 
and barbs can vary and can be selected s^ as to best 
accomplish the anchoring function in a given applica- 
tion. Many other shapes and configurations are contemr 
plated that are designed to optimize the attachment of 
the end of the stent to the aortic wall while the healing & 
process is taking place to assimilate the stent and graft 
into the vessel by endpthelial tissue growth. 

Details of the various processes by which the stain- 



less steel stent can be manufactured can be found in 
copending U.S;^ 4 and 08/164,986. 

Briefly, the stainless steel stent can be formed by a 
chemical etch process out of a flat sheet or a piece of 
tubing, the areas of stainless steel to remain are iden- 
tified by covering the regions with a resistant to 
the chemicals used iri thai etching process, such that : " 
when the metal is exposed to the chemicals, the open- 
ihigsor feticies in t^ 

reaction of t^ with the unprotected areas of 

the steel. The etching process develops smooth open^ 
ings in the sheeting or tubing devoid of burrs or other 
artifacts that can be characteristic of other processes 
when products of the small sizes contemplated here are 
manufactured. An electropolishing process may be 
used after the chemical etching is complete in order to 
polish the stent su rtace • TO stent surface can be pol- 
ished to an approximately 12 7 to 25.4 micron (5 to 10 
micro Inch). finish..... 

There are numerous advantages in chemically 
etching a flat sheet of material, such a stainless steel, 
into a st ent embpyding the in vent ion • For example, 
chemical etching is economical since a large number of 
stents can be chemically etbhed on thb same flat sheet 
at the same ti^^ ! 
no burrs and the surface finish of the eventual inside 
diameter of the stent can^ b electrp-pplish- 
jng on one sid^ etching creates 

no extra heat treating ^ 

essed. The raw material wall thickness and grain struc- 
ture is more uniform in a flat sheet as opposed to chem- 
ical etching a stainless steel tube Further, in a flat sheet, 
the bevel 

when tubing is etched, the bevel creates a thicker part 

on the inside di^ 

diameter. 

An important advantage of chemical etching the 
stent from a flat sheet of stainless steel material is that 
a process known as "step etching" can be used. For ex- 
ample, by using step etching in the areas of the spikes 
20 io £ (G . 4, it is ppissib |e to rem of material 

so that the spikes will bend outwardly when the stent is 
expanded. In other words, step etching allows for the 
removal of material in highly selective areas so that 
upon radial expansion Pf^t^ having less';? 

material will have a tendency to bend or distort, such as 
^tb thbi s$ to eriga^b the aortic 

wall. • " 

Photo-lithographic techniques also can be em- .." 
ployed for the manufacture of the stents, using a com- 
puter-controlled laser patterning process to remove the 
chemically resistive coating applied to the metal sheet 
or tube/ A plural^ irbirn one 

length of sheeting or tubing, by repeating the stent pat- 
tern and providing small webs or tabs to interconnnect 
the stents. After the etching process, the stents can be 
separated by severing the small webs or tabs. Subse- 
quently, if the stents were formed on a sheet, the indi- 



25 



30 



35 



40 



45 



6 



11 



EP 0 712 614 A1 



12 



vidua! stents are rolled and the edges welded together 
to provide a cylindrical configuration. 

Yet another method of making a stent embodying 
the invention is by the commonly known process of elec- 
tronic discharge machining (EDM). Using EDM, the 
stainless steel stent can be formed from a flat sheet or 
from a section of tubing. V 

When the stent 10 is made from a material that is 
difficult or impossible to detect under fluoroscopy, such 
as stainless steel, it is desirable to incorporate radio- 
paque markers to identify the position of the graft-and- 
stent assembly during deployment The stent 10 can be 
coated with a metal film that is radiopaque, such as gold, 
silver, platinum, tantalum and the like. One method of 
coating the stent with a radiopaque marker is disclosed 
in copending U.S. Serial No. 08/233,046. 

6ne preferred method of inco^brating the stent into 
a graft delivery system is illustrated in FIGS. 8-11. The 
delivery system 50 is used to deploy tubular graft 52 at. 
the site of abdominal aortic aneurysm 54 via stents 56 
and 58. The structure of stents 56 and 58, the materials 
from which the stents are made, and the processes that 
might be used to form the stents are set forth in detail 
in connection with the discussion of FIGS. 1-7. It is con- 
templated that this use of the stent could be accom- 
plished with a wide variety of graft types. Due principally 
to the ability of the stent of the invention to expand rap- 
idly from a very small diameterto a much larger diameter 
without substantial shortening, a stent with a relatively 
short length can be used. The graft used in this delivery 
system is sized so that its cross-section substantially 
matches that of the healthy portion of the aorta. 

Delivery system 50 includes multilumen catheter 60 
of the type used in other percutaneous procedures for 
deploying stents and other prostheses to repair portions 
of blood vessels. The catheter has a first lumen extend- 
ing along its length which is in communication witfi two 
expandable members or balloons disposed at the distal 
end of the catheter. The balloons are spaced apart for 
a distance that is slightly less than the length of the 
shortest graft intended to be deployed using the system. 
Pressurized fluid or gas can be introduced into the bal- 
loon lumen to inflate the balloons, to exert an outward 
radial force on anything disposed about the balloon. 

After the stents 56 and 58 have been attached to 
the graft 52, the graft-and-stent combination is loaded 
onto the distal end of catheter 60. The combination is 
positioned so that each stent overlies a balloon 62 and 
the graft rests over and is substantially coaxial with the 
portion of the catheter that is between the two balloons, 
in order to insure that the graft and stents remain in this 
position until the deployment function is accomplished, 
the two stents are compressed or "cri^ the 
balloons prior to insertion of delivery system 50 intb the 
patient. Th e graft and ste nts also c^n be secured by pb- 
sitioning the stents between ridges or collars provided 
on the expandable members, which will restrain lateral : 
movement of the combination. Alternatively, biodegrad- 



able adhesives might be used to temporarily affix the 
stents to the balloons, the adhesives being subject to 
degradation and absorption by the body when it is de- 
sired to deploy the graft. 

The catheter 60 further is provided with a sheath 64 
that he Ips to hold the graft and stents onto the catheter 
and which prevents direct contact of the elements of the 
combination with the walls of the vessels while the sys- 
tem is being advanced to the treatment site, thus pro- 
tecting the vascular system of the patient from any sharp 
sdges on the stents. A rod or wire 66 or other suitable 
mechanical element is connected to the sheath and ex- 
tends proximally along the length of the catheter so that 
it can be manipulated by the physician exterior to the 
patient and retracted (proximally) at the time of deploy- 
ment. Alternatively, a sheath can be provided that 
traverses the entire length of the catheter, and can be 
retracted (proximally) from outside the patient to expose 
the graft-and-stent combination. : , 

through which 

guidewire 68 passes. The guidewire advantageously is 
advanced through the vasculature of a patient beyond 
the site of aneurysm 54 as a preliminary step in the graft 
delivery procedure: After the guidewire has been posi- 
tion^, ^ 

vanced over the guidewire; Ajthpu a particular form 
of catheter has been described to route the graft-and- 
stent combination to the aneurysm, it will be apparent 
to those skilled in the art of treating aneurysms and sirn^ 
ilar conditions and of percutaneous catheter design that 
catheters of various configurations or wires and rods or 
the (ike coiiid be used successfully to pe 
function.: For example, well known fixed wire and rapid 
exchange wire systems also can be used in the delivery 
system described herein. 

Attachment elements or hooks 20 are provided on 
the most distal end 22 of the stent 5GI, which hooks ultir 
mately will attach the giraft-and-stent combination to re- 
gions in the intima or aortic wall. If desired or necessary 
to achieve a more secure attachment, hooks also can 
be provided on the proximal end of the stent 56 for at- 
tach ing to the aortic wall 72 at a point proximal to the 
aneurysm. The hooks anchor the stents and the graft 
while the implantation process is on going, and before 
the body : has naturally assimilated the combination 
through intergrowth of endothelial cells. : 

Mip 

each are affixed to an end of the graft 52 by staples 53. 
Other appropriate rheans might be; used, such as a bioj 
compatible adhesive, for example an epoxy resin; to at- 
tach the stents 56,58 to the graft 52. Alternatively, the 
stent might be sewn onto the graft at selected points. At 
least a pohlipn bf the stents 56,58 extend out of the §iM • 
52i and if the stents and graft are joined by a butt joint, 
theri Substantially all of the stent will extend put of the 
graft. • 

In fIG. 8, all of the elemelnts pf the graft delivery 
system 50 except the distal end of the guidewire 68 are 
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shown positioned proximally of the aneurysm 54, before 
the graft 52 and the stents 56 and 58 have been de- 
ployed. The sheath 64 of the catheter 60 covers the graft 
and stents disposed about the balloons 62, and the dis- 
tal end of the guidewire has entered the region of the 
aorta that is affected by the aneurysm In FIG 10, the 
sheath is withdrawn (proximally) exposing the graft-ancl- 
stent combination and the catheter is advanced so that 
the graft-and-stent combination span the aheuiysrR: 
The balloons 62 are inflated by the pressurized fluid or 
gas source external to the patient, arid the radial forces 
accompanying expansion of th e bal loons a re applied to 
expand both the'grai! the stents radially buty^rd, 
pressing both el emerits against the aortic wall 72 prox- 
imal to and distal to the aneurysm. The hooks 20 pro- 
vided on the stent 58 become embedded in the aortic 
wall 72, to anchor the grart-and-sterit cbmbiriatiori 
against downstream arterial pressure* while the healing 
process takes place In FIG 11, the delivery apparatus 
has been withdrawn and the graft-and-stent combina- 
tion is in final position across the aneurysm and attached 
to healthy tissue in the aortte un- 
derstood that when the tubular graft 52 is expanded it is 
not stretching or defdhtiing but is simply opening from 
a closed diameter -to an open and expanded : diameter 
The graft material is generally inelastic and can be made 
from any number of materials compatible with the body 
such as that manufactured under the trade names DA^ 
GRON® or TEFLON 

Another preferred method of incorporating a stent 
embodying the present invention into a -graft delivery 
system is illustrated in FIGS 12 and 13 This embodi- 
ment differs from that shown iri FIGS 8-11 in that a sin- 
gle stent is used to anchor the graft in FIGS; 12-1 3 while 
two stents were used in FIGS. 8-11. A single stent is 
appropriate in the aorta where blood pressures can ex- 
ceed 100 mm/Hg, which is enough force to hold the 
proximal end of the graft in place without the need for 
an anchorin g stent on the proximal end of the graft. : 

Delivery system 80 (FIGS. 12-13) is shown in the 
abdominal aorta, just p^ A 
single stent 82 is attached by its proximal end 24 to the 
distal end of the graft 52 by staples, adhesive, or by sew- 
ing or other appropriate means as previously described 
The graft-and-stent combination is mounted 6n the cath- 
eter 60 and the stent is crimped or compressed onto the 
b£llroa62. A retractable £h$ath 64 SbvSrs arid pibteldts 
both the graft-and-stent combination during delivery 
through the vascular system Until the sheath 64 is with- 
drawn proximally to allow deployment of the combina- 
tion Hooks 20 extend from the most distal cylindrical 
element 12 to attach the graft and stent to the aortic wall 
72. As can be understood with reference to FIGS 12 
and 1 3, the stent is affixed to the distal end of the graft: 
so that it substantially extends out of the graft, with the 
result being that radial expansion forces can be applied 
to the stent by inflating the balloon 62 of the catheter 60 
and simultaneously appiying expansion force to the 



graft 52. The stent is expanded simultaneously with the 
graft to drive the hooks 20 into the aortic wall 72 in 
healthy tissue distal to the aneurysm 54, to anchor the 
combination to the vessel. 

. Another embodiment using a stent embodying the 
invention in a graft delivery system is illustrated in FIGS. 
14 and 15 The delivery system 90 includes a stent 92 
Which is coaxiaj with aind which extends the length of 
and l^ybridthe graft £>2, such thatft0rst portion M. of : 
the stent 92 extends proximally of the graft 52 and the 
second portion 96 extends distally of the graft. The most 
distal cylindrical element 12 of the stent 92 is equipped 
with hooks 20, which will be relied upon at the time of 
deployment to anchor the graft-and-stent combination 
V to healthy aortic tissue while the prosthesis is accepted 
by the body of the patient. 

The balloon 98 necessarily; must have a m lich 
greater length when measured along a longitudinal axis 
A of the stent 92 than the balloons of previously de- 
scribed embodiments, because the stent of this embod- 
iment is at least double the length of either of the two 
stents used in the preferred method of delivering the 
graft and of the stent used in the embodiments of FIGS 
8-13. 

As can be seen with reference to FIG '$sffio$orii'' 
92 and the graft 52 which overlies it are p^itiphed so 
that the graft spjans .tfiei length of ibf,SS§^lvisn?.v^.^®. 
balloon 98 then is inflated with pressunzed fluid or gas 
to expand both the graft and the stent simultaneously 
and to force the hooks 20 into engagement with the aor- 
tic wail 72 dist^ 

rriember then is deflated and the delivery system with- 
drawn, le^ipg the grafts 
in the blood vessel 

While the invention has been illustrated and de- 
scribed herein in terms of its use as an endoprosthesis 
for implanting a graft to treat an aneurysm, it will be ap- 
parent to those skilled in the art that the stent can be 
used in other instances in other vessels of the body. Be- 
cause the described stent has the novel features of at- 
tachhrieht elernents and the capacity to expand q 
from relatively small diameters to relatively large diam- 
eters, the stent is particularly well suited for implantation 
in almost any vessel where such devices can be used 
This feature, coupled with the fact that the stent does 
not contract or recoil to any great degree after it is radi- 
ally expanded, provides a highly 
member for other types of endoprosthesis: Other mod- 
ifications and improvements may be made without de- 
parting from the scope of the invention 

Claims 

1. Ari intravascular stent for implanting iri a body 
lumen, comprising: 

a plurality of cylindrical elements which are 
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independently expandable in the radial direc- 
tion and which are interconnected so as to be 
generally aligned on a common longitudinal 
axis; 

a plurality of connecting elements for intercom . ,'. 5 
necting said cylindrical elements, said connect- 
ing elements configured to interconnect only 
said cylindrical elements that are adjacent to 
each other so that said stent, wHeri pxparici : 
in the radial direction, retains its overall length io 
without appreciable shortening; and 
a plurality of hooks on said stent for attaching 
said stent to the body lumen. 

2. the stent of claim 1 , wtierejn s^icj '.^uMf^M^^^-XW.' 
penetrate the body lumen to more securely attach 

. said stent to the body lumen. 

3. The. stent of claim 2, wherein said hooks penetrate . 
all the way through said body lumen, 20 

4 The stent of claim 1 , wherein said plurality of hooks 
each have a plurality of bari^ 
from said hook and penetrate iali the way through 
the body lumen, " ■•" x '.;." : ' 25 ' 

5c The stent of claim 1, wherein said plurality of said 
cylindrical elements are capable of retaining their 
expanded condition over a ranige of diam^ers: 



6. the stent of. claim h herein 

connecting elements betweert adja^ cylindrical 
elements are In axial alignment. 

7. The stent of claim 1, wherein the stent is formed 35 
from a single piece of tubing: 

8. The stent of claim v 1, wherein said stent is formed 
from a flat sheet of material. 

• 40 

9. The stent of claim 8, wherein said stent is rolled into 
a cylindrical configuration from said flat sheet of 
material, said flat sheet of material having a first ion- 
gitudinai support bar and a second longitudinal sup- 
port bar whicK mate v^eri said stent is ro^ 45 
said cylindrical configuration; 

10. The stent of claim 9, wherein said first longitudinal 
support and said second longitudinal support bar 
are attached by any of welding, soldering, brazing so 
and adhesives. 

1 1 . the stent of claim 8, wherein said stent is rolled into 
a cylindrical configuration from said flat sheet of 
material, said flat sheet of material having a first fori- ss 
gitudinai edge with a plurality of first lap joints and 

a second longitudinal edge with a plurality pf sepqnd 
lap joints, said first lap joints and said second lap 



joints engaging in a mating relationship when said 
stent is rolled into said cylindrical configuration. 

12. The stent of claim 1, wherein said stent is formed 
of a biocompatible material selected from the group 
of materials consisting of stainless steel, tantalum 
and thermoplastic polymers. 

13. The stent of claim 1, wherein said hooks are 
attached to said first end of said stent by any of 
welding, brazing, soldering and adhesives, 

14. The stent of claim 1 , wherein said stent is expanded 
radially outwardly f rom within by a force so that said 
stent expands f 

larger diameter to engage the body lumen; 

15. The stent of claim 1, wherein said hooks are oh a 
first end of said stent. 

16 A graft-and-stent assembly for repairing an aortic 
aneurysm* the combination comprising 

ah expandable tubular graft having a distal end 
and a proximal end and having a length suffi- 
cient to span the aortic aneurysm so that said 
distal end and said proximal end are adjacent 
healthy aortic tissue; 

an expandable stent affixed to said graft, said 
stent extending for at least a length distally of 
said graft such that upon expansibh of the graft-! 
and-stent combination, at least a first portion of 
said stent will extend distally of said distal end 
pf said graft; \ 

said stent haying a plurality of cylindrical ele- 
ments which are independently expandable in 
the radial direction and which are intercon- 
nected so as to be generally aligned on a com- 
mon longitudinal axis; 

a plurality of connecting elements for intention- . 
necting said cylindrical elements, said connect- 
ing elements configured to interconnect only 
said cylindrical elements that are adjacent to 
each other so that said stent* when expanded 
in . the radial direction, retains its overall length 
without appreciable shortening; 
said stent further including at least one attach- 
ment means at said distally-extending portion 
of said stent for engaging the aortic wall distally 
of the aneurysm and affixing the graft-and-stent 
^mbination to repair the aortic aneurysm; and 
catheter means for delivering and deploying 
said stent and said graft, said catheter having 
a balloon portion for radially, expanding said 
stent into engagement with the aortic wall. 

17. The graft-and-stent assembly of claim 16, wherein 
said at least one of said attachment means includes 
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a hook on said distally-extending portion of said 
' stent. "•' 

18. The graft-and-stent assembly of claim 16, wherein 
said at: least one of said attachment means at said 
distally extending portion of said stent includes a 
plurality of hooks for penetrating the aortic wail 
thereby affixing the graft-and -stent combination 

19. A graft-and-stent assembly for repairing an aortic 
aneurysm, the combination comprising: 

an expandable tubular graft having a distal end 
and a proximal end and having a length suffi- 
. cieht to span the aortic aneurysm so that said 
distal end and said proximal end are adjacent 
to healthy tissue; '" 

a distal stent and a proximal stent affixed to said 
graft at said graft dista 

imal end respectively, each of said stents 
emending for at least a length out of said graft 
such [-ttJ^'Ugcn«Kpm8lm of the graft-and-stent : 
combination, at least a first portion of each of 
said distal stent and said proximal steht will 

■ ei^eh^ out of said graft; 

said distal stent and said proximal stent each 
haying a plurality of cylindrical elements which 
are independently expandable in the radial 
direction and which are interconnected so as to 
be generally aligned on a common longitudinal 
axis; >i . . ' ... SS-C. 

a plurality of connecting elements for intercon- 
necting said cylindrical elements, said connect- 
ing elements configured to interconnect only 
said cylindrical elements that are adjacent to 
each other so that said distal stent and said 
proximal stent, when expanded in the radial 
t direction, retain their overall length without 
a^pprecikbie shortening; 
said distal stent further including at least one 
attachment means at said distally-extending 
portion of said distal stent for engaging the aor- 
tic walldistally of the aneurysm and affixing said 
distal stent and graft combination to the aortic 

• : ■ waii; ancJ . ' '' : ■ V- .." " : v '^X^^-S 
catheter means for delivering and deploying 
said dismal 

said catheter having at least one balloon por- 
tion for radially expanding said distal stent and 
said proximal stent into engagement with the 
aortic wall. 

20. The graft-and-stent assembly of claim 1 9, wherein 
said distal stent has a plurality of hooks onjts distal : 
end for penetrating the aortjc wall thereby affixiricj 
said distal stent and said graft to the aortic wall. 



10 



15 



20 



said proximal stent has a plurality of hooks on its 
proximal end for penetrating the aortic wall thereby 
affixing the graft-and-stent combination to the aortic 
wall. 

22. A graft-and-stent assembly for repairing an aortic 
aneurysm, the combination comprising 

an expandable tubular graft having a distal end 
and a proximal end ^d haying a liengm suffn 
cient to span the aortic aneurysm so that said 
distal end and said proximal end are adjacent 
healthy tissue; 

an expandable stent disposed coaxially within 
,. and affixed to said graft, said stent extending 
for at least a length distally of said graft such 
that upon Expansion: of the graft-and-steint 
combination at least a first portion of said stent 
will extend distally of said distal end of said 

. 'graft;. . 

said stent having a plurality of cylindrical ele- 
ments which are independently expandable in 
the radial direction and which are intercon- 
nected so as to be generally aligned on a com- 
2S mon longitudinal axis; 

a plurality of ^ 

for connect in g said cylindrical e (enrients, said 
connecting configured to intercon- 

nect only said cylindrical eiements that are 
30 adjacent to each other so that said stent, when 

expanded - in the radial direction- retains- its 
overall length wrthouf ^ 
• ' and 

catheter means for delivering and deploying 
said stent and said graft, said stent expanding 
into engagement with the aortic wall to affix said 
graft and stent combination to the aortic wall. 

23 The graft-and stent assembly of : claim 22, wherein 
40 said stent has a plurality of hooks at its distal end 
for penetrating and attaching said steht-and-graft 
combination to the aortic wall. 

24- The graft-and-stent assembly of claim 22, wherein 
. : : said rati ^ 

with the radial expansion of said stent and for forc^ 
. : irig said hooks" into: said Aortic wall 

2:5. The graft-and-ste^ 
50 19 or 22, wherein said catheter further includes a 
retractable - sheath for retaining said graft-and- 
stent combination on said catheter, said retractable 
- sheath is withdrawn in the • pirpxjrriiai directibh 
thereby allowing said stent to radially expand into 
.55 contact with the aortic wall. 
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21. The graft-and-stent assembly of claim 19, wherein 
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